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HMHCTPYKIUSI 11O MEAUIITNHCKOMY ITPUMEHEHUIO
JJEKAPCTBEHHOI'O CPEJACTBA

30BUPAKC /ZOVIRAX (COT'JACOBAHOU l
MUHMCTEPCTBOM 3][PABOOXPAHEHUA
PECTTYBJIMKU BEJIAPYCh

Fiid ePCTBA 3APABOOXPAHEHUH
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Me:xaynapoaHoe HenateHToBaHHOe HazBanue (MHH): anuxioBup °

JlexapcTBeHHasi hopMa: KpeM Ui HAPY)KHOTO IpUMeHeHus 5%

CocraB (Ha ymakoBky, 2 r):

AxmueHoe sewyecmso - auukioBup 100 mr.

Bcnomozamenvuvie eewjecmeéa — monoxkcamep 407, uerocTeapuiIOBBIA CIMPT, HATPHs
naypwicynbdar, mnapabun  Oenblif  MArkui, mnapaguH  OKuakud, aumeTukoH 20
IIPONUIIEHTIUKOIIb, apianen 165, Bofa OYueHHas.

Onucanne: Geblii WM MOYTH OeNblif KpeM, OXHOPOIHBIN, 63 3epPHHCTOCTH ¥ KOMOYKOB, Oe:
IIOCTOPOHHUX BEILECTB M NPU3HAKOB pPa3esIeHus.

PapmakoTepaneBTHYecKas rpynmna
[TpoTHBOBUPYCHOE CPEACTBO I MECTHOI'O IPUMEHEHHU . ALMKIIOBHP.
Kon ATX: D06BB03.

IToka3zaHusi K NPUMEHEHHIO _

30BUpaKc IpeJHa3HAa4YeH Ul jedyeHus MH(EeKuud ry0 W Jiuua, BhI3BAHHBIX BUpycoMm Herpes
simplex (penuauBUpYyrOLIHi TabuaIbHBIN repIec).

IIpumenenue y nayuenmos ¢ 0Ci1abIeHHLIM UMMYHUMEMOM. "

[TanmentaM ¢ ocnalneHHBIM HMMYHHUTETOM TIPUMEHSATh HE PEKOMEHIYETCS H  Cleye!
MPOKOHCYJIBTUPOBATHLCS ¢ BPAYOM OTHOCUTEINIBHO JIeueHus 1I000# uHbexuu.

Cnocob npumMeHeHns ¥ 103MPOBKA

ITpenapar npexHasHayeH TOJIBKO Ul MECTHOTO IIPUMEHEHHUS.

Bspocnvie (8knrouas noscunvix).

I[Tpenapar pexoMeHayeTCs HAHOCHUTH 5 pa3 B JeHb (IIPUMEPHO KaKbIE 4 yaca), 38 MCKIIIOUEHHEM
HOYHOT'O BPEMEHH. »

HeobxomuMo NpUMEHMTH IIpemnapar Kak MOMKHO paHbIIE, JKEIATEJIbHO YyXKE€ IIPH IEPBBD
Npu3HaKax 3aboyeBaHMs (B IPOAPOMATBLHOM IIEPUOJE WM IIPU MOKPACHEHHH KOXH). OJHAK(
JIeYeHHe MOXKET OBITh HayaTo M Ha OoJiee Mo3aHEN CTaauu (HAIMYUE MAIysibl MM BE3UKYJIBI)
JUTHTeNBHOCTD JIeYeHus — He MeHee 4 mHeil. B cilydae OTCYTCTBHS 3a)KHBIICHHS JICUCHHE MOXE
ObITh ipofomKeHo 10 10 mueit. B ciiyyae coxpanenus cumnTomMoB 3a6oseBanus Gonee 10 aHeit
ciieqyeT oOpaTUThCS K Bpauy.

UroObl HE JONYCTHTh YXYIOUIEHHs COCTOSHHS M MPEAYNpPENdTh Iepenady HHOEKIuy
HEOOXOMMMO MBITh PYKM JIO0 W IIOCJI€ HAHECEHWs IIpenapara, HE TEPETh U HE IPUKAcaThCs )
IIOPaKEHHBIM y4acTKaM KOXKH IOJIOTEHIIEM.

Ilpumenenue 'y Oemeil. B CBS3M € OTCYTCTBHEM aJIeKBATHBIX HAHHBIX IPUMEHEHH
JIEKapPCTBEHHOTO CPEACTBA Y A€Tel 10 12 JIeT He PeKOMEH/I0BAHO.

Ilpumenenue y nayuenmoe c noueynot/nevenounoti nedocmamournocmvio. HecMOTps Ha TO, YT
AUUKJIOBMD BBIBOAWUTBCS IPEUMYILECTBEHHO 4Yepe3 II0YKM, CHCTeMHas abcopOuus moci
MECTHOI'0 NPUMEHEHHS He3HauuTenabHas. [103TOMy manueHTaMm ¢ MOYEYHOM WJIM TEeYEHOYHO]
HEI0CTaTOYHOCTBIO KOPPEKTUPOBKA N03bI HEe Tpebyercs (cM. paznen «DapMaKOKHHETHKAY).
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J0BHPAKC, KPEM ANA HAPYIKHOTO NPUMEHEHN 5 Yo, TEKCT HHCTPYKLMU (OHOBPEMEHHO AMCTKA-BKNaAbiwa) — BY

{ COTJACOBAHO |
! MUHUCTEPCTBOM 3{PABOOXPAHEHUA |

PECITIYBJINKU BEJIAPYCL !
{ [Tpuxas Munucrepcrsa

BOOXPAHEHUS |

HpOT"BOﬂOKa3aHHﬂ 4 Pecnybuuku Benapyct ;

- FAHKOSO— 1l
[ToBBIIEHHAS YYBCTBUTENIBHOCTh K ALUKIOBHDY, BaJaLMKIIOBHPY;—HPOmHACH: "
nmo60My K3 BCIIOMOTATeNbHBIX BELIECTB KpeMa 30BHPaKC.

Oco0Ob1e YKa3aHUA U MePbI NPEA0CTOPONKHOCTH IMPH HUCITOJb30BAHHH

KpeM MOXHO NpHUMEHSATH TOJNBKO NpHU reprece Koxu ry6 u nuua. Kpem He pexoMeHIyeTcs
HAHOCHTb Ha CJIM3UCThIE 0O0JIOYKH IOJIOCTH PTa M Iia3, a TaKXKe HE CJIENYET MCIOb30BaTh AJIs
JIEYEHHs TEHUTAIILHOTO reprieca.

M36eraThb ciyyaliHOro momajgaHus B riiasa.

[Ipy BBIp2)XCHHBIX NPOSIBIEHUAX Treprneca ryd peKOMEHAYETCs MPOKOHCYIbTHPOBATHCS C
BpayuoM.

Jluunam, wumeromuMm reprec Ha ry6ax (0COOEHHO INpPH HAIMYHM OTKPBITHIX TOPaXKEHHUIH),
HEOOXOMMMO CTpOro cobmojaTh MpaBuia IMPENOCTOPOXNKHOCTH, 4YTOOBI HE JOMYCTUTH
MHGUIMPOBAHHUS APYTUX JIOAEH (HalpUMeEp, MBITh PYKH JI0 ¥ TI0C/IE HAHECEHMs MPENapara, CM.
pasznen «Cnocob npuMeHeHHs 1 TO3UPOBKAY).

[Ipenapar comep)HT LETUIIOBBII CITUPT, KOTOPBIA MOYET BBI3BIBATH MECTHBIE KOXKHBIE PEAKLHUH,
TaKM€ KaK KOHTAKTHBIM NEPMATHT, a TaK)K€ IPOIMHJICHIJIMKOJb, KOTOPBIA MOYKET BBI3BIBATH
pasapakeHue KOXKH.

B3aumopeiicTBHsI ¢ APYrUMHU JIEKADCTBEHHBLIMH CPEICTBAMH
KnnHnyeckn 3HauuMoro B3aMMOACHCTBUS C JPYTMMH JIEKApPCTBEHHBLIMH CPEICTBAMH HE
BBISIBJICHO.

Ilpumenenue B nepuos GepeMeHHOCTH M FPYAHOI0 BCKAPMJIHBAHMS

bepemenHOCTS.

IIpuMeHenye noxasano TONBKO B TeX Ciyyasx, KOra Mpearosaraemas mojb3a Al MaTepu
MPEBBIIAET NOTEHUHANBHBIA PUCK Ul rioga. OOHAKO, CHCTEMHAs 3KCIO3MUMS allUKIOBHPa
T0CJI€ MECTHOIO IPUMEHEHHS OYEHb HU3Kas.

B noctpeructpanuonsom peectpe GepemMeHHOCTEH PH MPUMEHEHHH ALMKIOBUPA (PHKCHPOBAIH
naHHBle 00 HCXome OEPEMEHHOCTH y JKEHIUMH, NPUHUMABIINX AaUMKIOBHP B pPAasHbIX
JIEKapCTBEHHBIX (PopMax. AHAIN3 JaHHBIX PEECTPA HE BBIABMII yBETMUCHHS UHMCIIA BPOIKICHHBIX
nedeKToB y Jerei, MaTepH KOTOPBIX NPUHUMATH ALMKIOBHD BO BpeMsi OepeMeHHOCTH, M0
CpaBHEHMIO C oOwel mnomynsuuei. BelsBieHHble BpoXKAeHHBIE AeDEKTHl HE OTIAYAIUCH
€IMHOOpasHeM WM 3aKOHOMEPHOCTBIO, IO3BOJISIONIMMH IIPEATION0NKHTE o0I1YyI0 NMPHYUHY HX
BO3HMKHOBEHHs. CHCTEeMHast SKCMO3MLMA AUMKIOBHPA MOC/TE MECTHOTO INPUMEHEHHS OYEHD
HU3Kasl.

I'pynnoe BckapmnuBanue. VImeromuecs orpaHHYEHHBIE JaHHbIE NIPUMEHEHHS aLMKIIOBHpa Y
KCHIIMH B NICPHOA PYAHOTrO BCKaPMJIMBAHHUS [I0KA3bIBAIOT, YTO MPH Ha3HAYCHUH ALMKIOBUDA B
opmax [ CHCTEMHOrO IPUMEHEHHUS JIEKAPCTBEHHOE CPEACTBO NPOHUKAET B TPYAHOE MOJIOKO.

Ozmaxo, OXXHIOaeTcs, 4YTO [Jo3a, Inojgy4dyaemas pCGCHKOM, HaXoIsleMCss Ha TIpPYyIHOM
BCKapMJIMBaHUH, HEBEJIUKA.

Bansinue Ha cnoco6HocTs ynpaBasts aBToMoGHIEM M PaBoTaTh ¢ MeXaHH3MAMH
Biusuue Ha crmocoGHOCTE ympaBmsTe aBTOMOGUIEM M paboTaTh € MeXaHW3MaMHu IIpH

NPUMEHEHHH aLKMKIIOBUpPa B (JOpPME KpeMa MajloBEPOSTHO.

Ilo6ounoe geiicTBUe
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30BHpaKC, KpEM V1A HAPYIKHOTO MPHMEHEHHA 5 %0, TEKCT HHCTPYKLMH (OLHOBPEMEHHO nncnga-nxngwma) BY

[ToGouHble peaKuMH YKa3aHbl C HCIOJb30BAHMEM CIIEAYIOIIEH CHCTEMBI KIacCH(UKALUK
HeXKeJaTebHBIX d((EeKTOB Mo yacToTe: oueHs vacto > 1/10, yacto > 1/100 u <1/10, nevacto 2
1/1000 u <1/100, peaxo > 1/10 000 u <1/1000, ouens peaxo <1/10 000.

Hapywenus co cmopoHbl K0ICU U NOOKOIICHOU KNem4yamKu.

Heuacto
L Hpoxommee JMOKEHHE MM ITOKAJIBIBAHUE ITOCJIE IPUMEHEHH KpeMa
o CyXOCTb HJIH LIETyLICHHE KOXH j COTJIACOBAHO
4 3}’)1 : MHUHUCTEPCTBOM 3JIPABOOXPAHEHHS |
: PECIIYBJIUKU BEJIAPYCh ;
PeﬂKO ; [Tpukas Munucrepcrsa 3 paBOOXpaHeH U ;
L 9pHTeMa i Pecny6nuku Benapycs {

e KOHTaKTHBI HEpPMAaTHT B MECT€ HaHECEHHMs, 4Yallle CBA3aHHBIM C peakUuerd Ha
BCIIOMOTaTeJILHEIE BELIECTBA, @ HE HA allUKJIOBUP
Hapywenus co cmoponer ummynnoii cucmemo:
Ouensb peako
e Peaxuuu runepyyBCTBUTEILHOCTH HEMEIJIEHHOTO TUIIA, B TOM YHicie 0TeK KBHHKe.

ITepeno3npoBka

Ilpu cnydaiiHOM MpOrIaThIBAaHUM MM MECTHOM [PUMEHEHMM BCEro COAEPIKHMOro TYOBI Kpema
3oBupakc maccoit 2 rpamma, coaepxauero 100 Mr auMkIOBHpa, HEGIArONPUATHOTO AEHCTBUS
BBISBJICHO HE OBLJIO B CBA3M C MUHHMAJIbHOM CHCTEMHOM AKCIIO3ULIUEH.

IIpn mono3penuu Ha nepe1o3NPOBKY CliefyeT 06paTUTLCS 3a BpaueGHO# MOMOLLBIO.

DapMakoJIOrHYecKHe CBOICTBA

PapMakoaAMHAMHKA

ALVKIIOBHD SBISETCS MPOTHBOBHPYCHBIM JIEKAPCTBEHHBIM CPEACTBOM. B 3KCIIEPUMEHTANbHBIX
MCCIENIOBAHUSAX in Vilro NEMOHCTPUPYET aKTMBHOCTb NMPOTUB BHpyca npoctoro repreca (herpes
simplex) 1 u 2 Tunma. TOKCHYHOCTB VISl KJIETKH-XO3SMHA (kneTKM uenoBeka) HU3Ka. [lpu
NMOTMaJaHWK B KJIETKH, HHYUUMPOBAHHBIE BUPYCOM reprieca, auukioBUp (Gocdopumupyercs
npeobpasyercs B akTUBHYIO (opMy - auuknosupa Tpudocdar. [lepsslit aTan 3T0ro npouecca
3aBUCHUT OT Hanuuust HSV-konuposanHo# TuMHIMHKHHA3EL. AuuKIoBHpa Tpupochar AehcTByeT
KaK HMHrHOMTOp M cybeTpar mmst reprec-cenuduunoi JTHK N0JIUMEpasbl, IpenoTBpallas
JanbHeHIUA cunte3 BupycHoit JIHK, He Biuss Ha OGBIYHbIE KIIETOUHBIE IPOLECCHI.

DapMaKoKMHETHKA

Abcopbuus

DapmaKoIOrH4ecKue UCCIen0BaHUS TOKA3aH, YTO IIPH MHOTOKPAaTHOM MECTHOM NpPUMEHEHHH
Kpema allMKJIOBUpa CHCTEMHast abcopOLys MUHUMAaIbHAS.

Cpox roanoctu
3 roxa.
He ncnonb3oBars 1o ucTedeHuu cpoka rogHOCTH.

YcioBus Xxpanenus
ITpu Temneparype He Bbime 25 °C. He 3aMOpaKUBaTh.
XpaHuTh B HEJOCTYIIHOM ISl ZIeTeil MecTe.

®opma BbInMycKa

Kpem nns wHapyxHoro npumenenust 5%. Ilo 2 r npenapara B aJIOMHHHUEBYIO TYOy C
HaBUHYHBAIOUINMCS KOJITAYKOM. AJIIOMUHUEBYIO TYOy MOMELIAIOT B KAPTOHHYIO MauKy BMECTE C
MHCTPYKLHEH N0 IPUMEHEHHIO.
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30BHpaKc, KpEM V1A HAPYXKHOTO MPUMEHEHN 5 %0, TEKCT HHCTPYKLIMH (OAHOBPEMEHHO IHC

“

YcoBust 0TIYCKA U3 anTeK | COTJACOBAHO ‘

Bes peuerTa. ' MHUHUCTEPCTBOM 3[IPABOOXPAHEHUSA
i PECITYBJIMKH BEJIAPYCh
ITpukas MuHHCTEpCTBA 3PABOOXPAHEHUS !

,Hep)lca're.nb PErucTPAalHOHHOI0 YAJ0CTOBEPECHHS i Pecniybnnku Benapycr '

Poccuiickas ®enepauus, AO «Xeneoun Pycy. 123112, r. Mocksa, Ha6. [Tpecuenckas, 1. 10,
nomei. I1I, komuara 9, 3T 6

IIpousBoauTenn
I'makco Omnepeiimc IOK Jlumuren, Toprosoe Hassauue ['nakco Bankom Onepeiimnc, Xapmup
Poyn, Bapnapn Kacn, DL12 8DT, Benuko6putanus / Glaxo Operations UK LTD trading as
Glaxo Wellcome Operations, Harmire Road, Barnard Castle, DL12 8DT, United Kingdom.

Onexrponnas noyra: SafetyReportingEMEA@haleon.com. (st cOOBIIEHUH 0 HEXeaTeNbHbIX

apnenndax),  CIS.LOC-PQC@haleon.com (m1st coobuwenut o NpeTeH3usX K KayecTBY
rpernapara)

Toproseie Mapku IpHUHAIEXAT KUK MCTIOTB3YIOTCS [0 JIULEH3HH rpynno# komnauuit Haleon.
©2025 rpynna xomnanuii Haleon umm ux nuuensuap.
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